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SUMMARY: The Food and Drug Administration (FDA) is announcing the 

availability of a revised compliance policy guide (CPG) Sec. 110.310 entitled 

“Prior Notice of Imported Food Under the Public Health Security and 

Bioterrorism Preparedness and Response Act of 2002.” The CPG provides 

written guidance to FDA’s and Customs and Border Protection’s (CBP’s) staff 

on enforcement of the Public Health Security and Bioterrorism Preparedness 

and Response Act of 2002 (the Bioterrorism Act) and the agency’s 

implementing regulations, which require prior notice for all food imported or 

offered for import into the United States. This document also describes certain 

date changes to the Joint Food and Drug Administration-Customs and Border 

Protection Plan for Increasing Integration and Assessing the Coordination of 

Prior Notice Timeframes (revised joint plan) that was announced in the Federal 

Register of April 14, 2004 (69 FR 19765). 
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DATES: The revised CPG and the revised joint plan are final upon the date of 

publication. However, you may submit written or electronic comments on the 

revised CPG at any time. 

ADDRESSES: Submit written requests for single copies of the revised CPG to 

the Division of Compliance Policy (HFC-X30), Office of Enforcement, Food and 

Drug Administration, 5600 Fishers Lane, Rockville, MD 20857. Send one self- 

addressed adhesive label to assist that office in processing your request or 

include a fax number to which the revised CPG may be sent. Submit written 

comments on the revised CPG to the Division of Dockets Management, 5630 

Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to 

http://www.fda.gov/dockets/ecomments. 

Submit written requests for single copies of the revised joint plan to the 

Office of Regional Operations (HFC-lOO), Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 20857. Send one self-addressed adhesive label to 

assist that office in processing your request or include a fax number to which 

it may be sent. 

See the SUPPLEMENTARY INFORMATION section for electronic access to the 

revised CPG and the revised joint plan. 

FOR FURTHER INFORMATION CONTACT: Domenic Veneziano, Office of Regulatory 

Affairs (HFC-loo), Food and Drug Administration, 5600 Fishers Lane, 

Rockville, MD 20857,703-621-7809. 

SUPPLEMENTARY INFORMATION: 

I. Background 

A. Revisions to the CPG 

FDA is announcing the availability of revised CPG Sec. 110.310 entitled 

“Prior Notice of Imported Food Under the Public Health Security and 
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For the violations listed previously in this document, FDA and CBP should 
tl.0t.K I 

typically consider not taking any regulatory action ~#wx& November 1,2OO4.1 
h VP- 

If, however, the violation reflects a history of repeated conduct of a similar HY 
0mh-h 

nature by a person who had been notified of such violations, then the action 

FDA and CBP staff typically should consider taking is assessment of CBP Civil 

Monetary Penalties. 

Another change relates to food imported or offered for import for quality 

assurance, research or analysis purposes only, not for human or animal 

consumption and not for resale. If prior notice does not include a required 

manufacturing facility registration number, FDA and CBP should typically not 

take any regulatory action. 

FDA is issuing this revised CPG as level 1 guidance consistent with FDA’s 

good guidance practices regulation (5 10.115 (21 CFR 10.115)). The revised CPG 

Sec. 110.310 is being implemented immediately without prior public comment, 

under § 10.115(g)(2), because the agency has determined that prior public 

participation is not feasible or appropriate. This document revises policies that 

were due to take effect on August 13, 2004, so it is urgent that the agencies 

explain their new enforcement policies before that date. 

B. Revisions to the Joint FDA-CBP Plan for Increasing Integration and 

Assessing the Coordination of Prior Notice Timeframes 

On April 14, 2004, FDA and CBP [we) announced the availability of a joint 

plan entitled “Joint FDA-CBP Plan for Increasing Integration and Assessing 

the Coordination of Prior Notice Timeframes.” The joint plan describes the 

process by which FDA and CBP intend to increase integration and examine 

1 In the original CPG issued in December 2003, the transition period was to end August 
12, 2004; CBP and FDA informally referred to this time perio se IV.” The two 
agencies now will refer to the time period of August 13, 2004, November 1,2004, - LF. 
as “Phase IV (revised)” and the time 1, 2004, as “Phase V.” - L-6 
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whether we could amend the timeframe requirements in FDA’s prior notice 

IFR to have the same advanced notice timeframes for arrivals by land via road 

or rail or arrival via air that are currently in CBP’s advance electronic 

information rule (69 FR 19765). Due to the revisions in the CPG described 

previously that extend the transition period of the prior notice IFR to 

November 1, 2004, certain dates outlined in the joint FDA-CBP are revised 

as follows: 

l We intend to implement the plan in November 2004. 

l From November 1, 2004, to January 3, 2005, we plan to assess existing 

procedures and staffing needed to receive, review, and respond to the prior 

notices submitted in accordance with the prior notice IFR (i.e., 2 hours before 

arrival by land by road; 4 hours before arrival by air or by land by rail; and 

8 hours before arrival by water). 

l From January 4, 2005, to February 3, 2005, we intend to identify what 

changes to work practices and staffing would be necessary to determine if FDA 

could continue to receive, review, and respond to all prior notice submissions 

with reduced timeframes (e.g., 1 hour or 30 minutes before arrival by land by 

road; 2 hours before arrival by land by rail; and by “wheels up” for flights 

originating in North and Central America, South America (north of the Equator 

only), the Caribbean, and Bermuda; otherwise 4 hours before arrival by air). 

l From February 4, 2005, to May 3, 2005, we plan to implement necessary 

changes and make appropriate adjustments to ensure we could receive, review, 
t 

and respond to all prior notice submissions with reduced timeframes. 

l In June 2005, we intend to issue a prior notice final rule that responds 

to the comments we received on the prior notice IFR, including this revised 

joint plan, during the two open comment periods. 
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II. Comments 

Interested persons may submit to the Division of Dockets Management (see 

ADDRESSES) written or electronic comments on the revised CPG. Submit a 

single copy of electronic comments or two paper copies of any mailed 

comments, except that individuals may submit one paper copy. Comments are 

to be identified with the docket number found in brackets in the heading of 

this document. The revised CPG and received comments may be seen in the 

Division of Dockets Management between 9 a.m. and 4 p.m., Monday through 

Friday. 
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III. Electronic Access 

An electronic version of the revised CPG is available on the Internet at 

http:/‘/wwv.~&~gov/ora under “Compliance Reference.” An electronic version 

of the revised joint plan is available on the Internet at http://www.fda.gov/oc/ 

bioterroris’sm/bioact.h tml. 
AUG 1 1 ?,"grr 

Dated: 
August 11, 2004. 

Associate Commissioner for Regulatory Affairs. 

[FR Dot. 04-????? Filed ??-??-04; 8:45 am] 

BILLING CODE 4160-01-S 


